HHpopmManusa o 3aMedYaHUAX N0 MOBOAY «OCTaBUIMXCA 6€3 0TBeTa BONPOCOB O
6€30MacHOCTH» PaKTONMaMHHA

1. PakTOonaMuH npouie/ TPU IKCnepTrU3bl COBMECTHOI'0 IKCNEPTHOTO
KOMUTETA N0 nuuieBbIM J06aBKaM (JECFA), aBasawomerocs
He3aBHUCHMMbIM OpPraHoM, K KOTopoMy o6pamaercsa Kogekc 3a
HAYYHbIMU KOHCYJIbTALUAMMU:

* Ha 62-om 3aceganuu komuteTa JECFA (2004 r.) 661710 yCTaHOBJIEHO
JlonyctuMoe cytouHoe notpebsienue (JCII) ana pakronamyHa 1
peKoMeH/I0BaHbl MaKCUMaJIbHble 0CTaTO4YHbIe ypoBHU (MOY) B MblILaX,
Ne4yeHH, MOYKaX U XKUPOBBIX TKaHAX JJis cBUHer U KPC.

* Ha 66-oM 3aceganuu komuteTa JECFA (2006 r.) 66171 NpOBeAeH MOBTOPHbBIN
aHa/IM3 JJaHHBIX 10 OCTAaTKaM U NOJATBePK/1eHbl peKOMeH/J0BaHHbIEe paHee
MOY.

* B 2010 r. komutet JECFA u3yyns kuTalickue MaTepUasbl 10 JIETOYHbIM
TKaHAM U IpUILLIeJ K BBIBOAY, YTO HET HE06XOMMOCTH NepecMaTpUBaTh
MOY, pekoMeH/J0BaHHbIe /1 [PYTUX YeTbIpex TKaHeMu.

2. llenoctHocTh MeTOoAMK JECFA

* bBousbmadg yactb skcnepTus JECFA o pakTonaMmuHy nNpoBOAX/Iach B
COOTBETCTBUU C IPUHIUNIAMHU U METOUKOHN, KOTOPbIE ObIIY U3JI0’KEHDI B
1987 r. B KpuTtepusx cocrossHus okpyxatwiet cpeabl (EHC) 70. Tekywue
METOAHWKHU M0 OLlEHKe PUCKA, KoTopble ucnosib3yeT JECFA, MoxHO HaWTH B
EHC 240 «IIpuHyunbst u Mmemodbl OYeHKU pucka XumMu4eckux eujecms 8
nuuje», COBMeCTHOM ny6/inkauuu [[pogoBOIbCTBEHHOH U
ceJibCKOX03sicTBeHHOM opranu3anuu OOH 1 BcemupHo# opranusanuu
3/lpaBOOXpaHeHUs.

* JKcmepTHU3a paKTONlaMUHa, NpoBeJeHHasd koMmuTeToM JECFA, mosHOCTBIO
COOTBETCTBOBAJIa IPUHLKAIIAM U MeTOJUKe, ycTaHOBJIeHHbIM B EHC 70 u
EHC 240. Bo3pakeHue NPOTHB OLIEHKH paKTONAaMUHa, BbinosHeHHOH JECFA,
3KBUBAJIEHTHO BO3PaXKE€HHUIO IPOTUB BCEW OCHOBBI, HA KOTOPOU NIPOBOAAT
cBou s3kcrepTusbl U JECFA 1 CoBMecTHOe 3aceZjaHue 110 OCTaTKaM
nectuuuzsoB (JMPR), v no cyty, ctaBuT noj, comHeHue MOY, ycTaHOBJIeHHbIE
JUIS1 COTEH NUILEBBIX J00aBOK, KOHTAMHUHAHTOB, NECTULU/ OB U
BeTEepUHAPHBIX [IpenapaToB.

* [loaxon JECFA K oneHKe paKTONaMHHa TaK»Ke NOJHOCTbI0 COOTBETCTBOBAJI
NOJX0/y K OlleHKe 6e30IaCHOCTU OCTAaTKOB BETEPUHAPHBIX IPENApPaTOB,
IpUMeHsAEeMBbIX JIJISl )KUBOTHBIX, UCII0JIb3yeMbIX B IPOM3BO/CTBE MUIEBOU
npoaykiuu, pazpaboranHomy VICH, koTopbii npeAcTaB/sieT cOO0U



nporpammy EC, CoenvHeHHbIX llITaTOB ¥ AATOHUK 110 TapMOHU3aLAU
TEeXHUYECKUX TpeOOBaHUM /g BblJA4U pa3pellleHU BeTepUHapPHbIM
npenapaTaM OpraHaMu rocperyJiupoBaHHUsl.

Ilo Bonipocy He3aBucumocTu JECFA

JECFA opranusoBaH u pa6otaet noj srugou PAO u BO3. B oTsiinuue ot
yuyacTHUKOB KoMmuTeTta Koziekca, KoTopble BJIAIOTCA NPeACTaBUTENAMU
CBOEro NpaBUTeJIbCTBY, YieHbl JECFA He npezcTaB/gI0T NpaBUTENbCTBA
WU peruoHbl. Bei6op uieHoB JECFA npoucxoAUT UCKIIOUYUTENBHO B
COOTBETCTBUM C UX HAYYHBIM PO eCcCHOHATN3MOM U ONBITOM. OHHU J0KHBI
06s1a1aTh 60JBIIUM KOJIUYECTBOM MYyOJUKALMK U ONBITOM 10 IPOBEJEHUIO
Hay4YHbIX KOHCYJIbTAlLUH, @ TaKXKe J0/KHbI CO00IIATh 0 JII060M KOHPJIUKTE
MHTEPEeCOB, KOTOPbIM MOXKET MOBJIUATH Ha UX 6€CIPUCTPACTHOCTb.

KomuTteT JECFA 06b14HO cocTouT U3 30 3KCIEPTOB, UTO rapaHTUPYET
JlOCTaTOYHYIO CTelleHb TIaTeJbHOCTH U3yUYeHUsl peKOMeHJallui epes ux
ony6JIMKOBaHUeM. B Kkaxabpiii KoMuTeT BXOAAT 3KCNepThI U3 HECKOJIBKUX
perrnoHoB Mupa. [IpodeccrnonanbHble Tpe60BaHUS, BblJBUTaeEMbIE K
skcnieptaM JECFA, BeiBenrBatoTcs Ha Be6-caliTax JECFA ®AO u BO3. Crona
BXOJAUT UHGOPMALUSA O TEXHUYECKUX HaBbIKaX, a TAKKe OTCYTCTBUE
KOH(]JIMKTA UHTEPECOB.

Kaxkapbiit KomuteT JECFA co3biBatoT oTAenbHO. TakuM 06pa3om, Korja
npemnaparT NPOXOAUT NOBTOPHYIO0 3KCIEPTHU3Y — YTO ObLJIO B CJy4ae C
pakTonaMuHoM - KoMuTeT GpopMUPYIOT 3aHOBO C BKJIFOUEHUEM HOBBIX
YJIEHOB.

ITo noBoay 3kcnepTusbl EFSA

B 2009 r. EBponeiickasa Komuccusa 3anpocuiia EBponerickoe ynpasjeHue
6e30macHOCTH nuleBbIX NPoAYKTOB (EFSA) «ycTaHOBUTB, CYILIECTBYIOT JIU
KaKue-JIM00 HayYHble OCHOBAHMA [IJIs1 03A004Y€HHOCTH, B YaCTHOCTH, €CTh JIU
Kakas-Jn60 nHPopMalUsi, KOTopas MoCcTaBua Obl 10/, COMHEHHUE HAYYHOE
o6ocHoBaHue 3kcnepTU3bl JECFA 1 /1an 6e30MacHOCTU MUILM Y TULEBbIX
NPOAYKTOB U3 )KUBOTHBIX, B OTHOIIEHUH KOTOPBIX TPHUMEHAJICA
paKTOMaMUH».

Yupassienue EFSA He nipoBeJio O1leHKY pYCKa U He MIPeCTaBUJIO HOBbIE
Hay4Hble JJaHHble, 2 BMECTO 3TOr0 NpoaHasaru3rupoBasio oueHKy JECFA Ha
OCHOBaHUHU ONMYOGJUKOBAHHOI'O OTYETA.

Ynpasnenue EFSA noasepriio kputruke metogosioruto JECFA, yreepxas,
YTO UCCaejoBaHUe Ha JtoiX (1) «Hesb3s1 TPUHUMATh 32 OCHOBY JJ1s1
nosiydenus [ICII», 1 oHO 661710 (2) «OTPaHHUYEHO BCJIeCTBUE C1a60M



CTaTUCTUYeCKOM MolHOCTH». Takke EFSA caenano npeanosioxkeHue, 4To
(3) 6osee Hu3koe 3HayeHue [[CII MOXKHO Ob1JIO OBl HOJYYUTH NPU
NpOBeIEHUHU UCC/Ie/IOBaHHS Ha cobakax, U (4) koapdUIeHT 3amaca,
KoTopbIi npuMeHsisicsad EFSA, He cooTBeTCTBOBas Tpe60OBAHUSIM.

ITo IIOBOAY BJIMAHUA HA 3I0POBbLE YE€/10BEKA

HccnenoBanus, npuHATbIe BO BHMMaHue koMuTeToM JECFA, BKtoyain
ucceJ0BaHUsS Ha JIIOJSX, NOJKpelnJjeHHble MHOTHUMU JpYyTUMHU
ucciaenoBaHnusaMu, 1 komutetoM JECFA 6b110 BbIOpaHo UccaeloBaHUE HA
JIIOAX AJis1 ycTraHoByeHUs YHBO3 (ypoBeHb, He BbI3bIBAIOIIMNA BUANMBIX
oTpuLaTe/bHbIX 3¢ PekToB) U A4 pacueta /[ICIl. PakTonamMuH npumeHsieTcs
B TeyeHHe OoJiee 12 1eT, U COTHU MUJIJINOHOB Y€JIOBEK PETYJISIPHO
yHNOTPeOJIAIT B MULLY MACO >KUBOTHBIX, KOTOPbIM BBOJUJICA 3TOT Mpemnapar.
HeT HUKaKUX JJOCTOBEPHbIX CBU/ETENBCTB KAKOTO-JIMO0 BJAUSHUSA HA
3/l0pOBbE YeJioBeKa Cpey JaHHOU MONYIALWYU B pe3yJibTaTe IPpUMeHeHHUs
3TOrO MpenapaTa COOTBETCTBEHHO C STUKETKOM.

IIo moBoay 60j1ee HU3KOro /ICII, KoTOpOoe€e 6510 Obl NOJVYEHO B
pe3yJjbTaTe NpoBeJeHUs UCCIAeJOBAHUNA HA COGAKAX

06b1yHO A4 ycTraHoBaeHUd JICIl ucnoib3y0T HauboJiee YyBCTBUTEIbHbIE
BU/Ibl ’KHBOTHBIX, KpOMe CJIy4yaeB, KOT/la eCTh JIaHHbIe, CBU/IeTeIbCTBYIOIIHE
0 TOM, YTO APYTHUe BUAbI 60Jiee 3HAYMMbI C TOUKU 3PEHHUS U3yUeHHUs
BO3/IeMCTBUS HA YeJIOBEYECKUU OpraHu3M. B JaHHOM ciiy4ae ucc/ieloBaHue
Ha JI/AX U MCC/ie[loBaHKe Ha TpUMaTax ObIIM 60Jiee 3HAYUMbI C TOYKHU
3peHus BO3/IeCTBHUS Ha YeJI0BEUYEeCKUH OpraHU3M, UeM UCC/Ie[JOBaHUE Ha
cobakax, KoTopoe, Kak Jaxxe EFSA oTMeTu/10, He O6bLJI0 penpe3eHTaTUBHBIM C
TOYKM 3pEeHHS peaKIUH YeJI0BeYeCKOro opraHmsma.

JECFA cuuTaeT, 4TO ucc/leJOBaHUE HA JIIOAAX IOAXOAUT Jy4llle JPYTrUX AJid
onpegenenus JICIl, u nccienoBaHre B OTHOLEHUHM PaKTONIaMUHA SICHO
N0Ka3aJio, 4YTO UCCIe[J0BaHMe Ha COOaKax He ObLJIO Obl aleKBaTHO. MOXHO
ObLJ10 ObI yCTAaHOBUTDL 60Jiee HU3KUM YPOBEHD, HE BbI3bIBAIOLUM BUIUMbIX
OTpULATEbHbIX 3 PEKTOB, UJIK CAMbli HU3KUW YPOBEHD, HE BbI3bIBAIOIIUM
BUAUMBIX OTPULATEJbHBIX 3P EKTOB, OCHOBBIBASACH HA UCCJIeJOBAHUM Ha
cobakax, 0JHaKo UCce/JoBaHUE Ha JIIOJAX ICHO NI0Ka3aJio, 4YTO IpuMaT
SBJIIETCS JIy4Illlel MOJeJIbI0 >)KUBOTHOI'0, 4YeM C00aKa, C TOYKH 3peHHUd
peakIMy 4esl0Be4eCKOro OpraHu3Ma Ha FM/IpOXJIOpU/, paKTONIAMHUHA,
IOTOMY 4TO, Kak 6b1s10 0oTMeueHOo JECFA, MmeTa60/1M3M pakToaMUHa y COOaK
CUJIBHO OTJ/IMYaeTCA OT TAKOBOI'O y YeJIOBeKa.



* Boakcneptuse EFSA! Bo MHOrOM OblIM IPOUTHOPUPOBAHBI UCCI€,0BAHUSA in-
vitro v UccJieJOBaHUS Ha )KUBOTHBIX, BKJII04Yas IPUMATOB, KOTOpbIe
YYUTBIBAJIMCh IIPU poBeeHUH 3KcrepTusbl komuTeToM JECFA. Bosbiias
4YacTb MaTEpPHUaAJIOB M0 BONPOCY AJUTEJNbHOTO BO34eUCTBUA COLEPKUTCA B
MHPOpMalMH, Kacarlencs ) KUBOTHbIX. boJsiee Toro, u XpoHUYecKre U
ocTpble 3G PEeKThI ABIAATCI BOXKHBIMU COOOPAKEHUSIMU C TOYKH 3pEHUS
NpOBeJleHUs IKCIIEPTU3bI B OTHOIIEHHUHU PAKTONaMHUHA. XpPOHUYECKOe
MCC/elOBaHMe Ha IpUMaTax Takxe NoAxoAuT AJid ycraHoBaeHud [JCII;
MU3y4alTCd NapaMeTphl CepAedyHO-COCYAUCTOU AedTeJIbHOCTU B Havyasle
NpUMeHeHUs penapara, a TakxKe OTJaJ/IeHHble nocaeAcTBUd. B ciaydae
nprUMeHeHUs, OyAeT NoJlydyeHo Takoe e 3HadyeHue /ICII (mpu okpyr/jieHuu
Jlo oAHOU 3Havallel qudpsl, kak npuHaTo B Kogekce).

* [lo gannbIM CekpeTapuarta JECFA BO3, komutet JECFA npu onjeHke
COeIMHEHU! 0ObIYHO NPUMEHSET NOAX0/J, COBOKYITHOCTH BCeX
Jl0Ka3aTeJIbCTB, U CBOY BBIBO/bI leJIaeT Ha OCHOBAaHUM U3y4YeHUd BCeX
MMEIIMX OTHOLIEHYe K JAHHOMY BOIIPOCY MCCle0BaHUM. B ciydae ¢
pakTonaMuHoM, /ICII 661710 yCTaHOBJIEHO HA OCHOBAHMUU UCCJIe[JOBAHUSA HA
JIIO/SIX, KaK HauboJiee pesieBAaHTHOM UCC/Ie/JOBaHUH 10 IPOBE/IEHUIO OLleHKHU
pHCKa B OTHOILIEHUH 3J0pOBbs YesoBeKa. OJHAKO YYUTBIBAJIUCh U CaMble
CyllleCTBEHHbI€e UCCIeJ0BAaHUSA Ha »KUBOTHBIX (MaKaK-pe3yc), U OHU OblIU
MCII0JIb30BaHbl B moaaepkkKy atoro /CII.2

7. Ilo moBoAy BONPOCA O CTATUCTUYECKON MOLIHOCTH

* 06e metoguku EHC 240 u JECFA roBopsiT 0 TOM, 4TO JJisl TOTO, YTOObI
MCC/IeJloBaHUe Ha JIOISX ObLJI0 000CHOBAHO, B HEM JIOJIPKHO Y4acTBOBATh
MUHUMYM NIATh YeJIoBeK. B ucciegoBaHUY, KOTOPOE ObLJIO MCI0JIb30BAaHO
JIJIsl TPOBeIeHUs OLeHKH PaKTOMaMHUHa, y4aCTBOBAJIO IIECTh YeJIOBEK.

8. Ilo moBoO KO3 WIMEeHTA 3aMaca U YYBCTBUTE/IbHbIX NONYJISIANA

* Kowmuret JECFA, uto6b1 ycTaHoBuTH /[CII A/11 pakTOnaMyHa, B OTHOLIEHUU
YPOBHS, HE BbI3bIBAKOIET0 BUAUMBbIX OTPULIATENbHBIX 3)EKTOB, IPUMEHSI
ko3¢ uireHT 3anaca 50. OH 6611 cHMXKeH B 10 pas, 4To6bI y4ecTh
BO3MOKHYI0 Pa3HUIY MeXY YYBCTBUTEJbHOCTbIO MOLONBITHBIX YKUBOTHBIX
u mogei. Eme oauH 5-kpaTHbIN KO3QGULMEHT OblJ UCM0JAb30BaH, YTOODI
y4eCThb npejiesibl IPUMEeHEeHUs B UCCIeJ0BAHUM U YYBCTBUTEJIbHbIE
NONYJIALUU. DTO 04YeHb KOHCEPBATUBHbBIN MOAXOJ,.

1370 uccnenoBanue npuBoguTcs B oTyeTe EFSA, oqnako EFSA npuxoUT K HEOOBIYHOMY
3aKJIIOYEHHI0, YTO KPaTKOe HUCCJIeJOBaHHE HENMOCPEeACTBEHHBIX 3P EeKTOB 6osiee 3HAYUMO. AKI[EHT
EFSA Ha ocTpbIX 3¢ pekTax He sBJISETCS HEKOPPEKTHBIM, YUUThIBAsi HENMOCPEACTBEHHOE BIUSHUE
6eTa-aipeHepruYecKuX MpenapaToB, BKJIKYAsA PAKTONAaMUH, HA KOHEYHbIE [T0Ka3aTelu
Kap/IUONyJIbMOHAPHOH eTebHOCTH.

2 Tlaparpa¢ 18 us Otuera 18 3aceganus CCRVDF



9. O6mas toyka 3peHus EFSA u JECFA: He KaHIIepOTreHHbIN

* Jkcneptusa EFSA comnack Bo MHeHUsX ¢ JECFA no BaxkHOMyY Bonpocy:
«IIpuHumas 8o sHUMaHue sce uccaedosarusi, 2pynna akcnepmos [EFSA]
FEEDAP npuwsa k 861800y, Ymo pakmonamuH He 8/15emcsi MyMAa2eHHbIM U
8ps0 AU npedcmassiem KaHYepo2eHHbLU puck 015 nompebumeeti».

Oduc Kogekca CIIIA/ 22 mas 2012 .



